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For ces Shaping Biological Productsin
the 21st Century

> New Discovery Biomedical Research and
Technology

> Demand for New Biological Productsand
Faster Access

> Safety and Ethical 1ssues
» Changing Health Care Environment

> Global Market: International Har monization
and Competition; Consolidation/Mergers

> Information M anagement
> Counter-Terrorism



New Discovery Biomedical
Resear ch and Technology

» Genomics/Proteomics

» Cellular Products/Tissue Engineering
» Transgenics/ Xenotransplantation

» Gene Therapy
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Human Genome

AND WHAT MIGHT COME OF IT
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Genomics and Proteomics

>l mpact in the Research Arena:
—~ New Disease M aker-Early Detection
-~ New Therapeutic Targets
- New Markersfor Therapeutic Efficacy
- New Markersfor Toxicity

» | mpact in the Regulatory Arena:
— New target pool
- New Markersfor Toxicity
-~ New Endpointsfor Efficacy
- New Endpointsfor Potency
- Development of New Bioassays, e.g. identity, purity




A stem cell i1s one that can

regenerate itself...
°o— o

...and produce a more
differentiated cell
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Vaccines of the 21st Century

> New Vaccines
— DNA Vaccines
— Tumor Vaccines
— Live Attenuated Vaccines



Blood Safety in the 21st Century

> New Blood Screening Tests
» Pathogen | nactivation
> Blood Substitutes



A SPHEADING SCARE THE MEDICAL FAGTS
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Current and Future

Regulation of Biological Products

Based on Sound Science, Law and Public Health
| mpact

Regulatory | Survellance
Research

Policy W

Iblic Health Service Act Food Drug and Cosmetic



Destiny IS not a matter of chance;
It ISa matter of choice. Itisnot
something to be waited for; but
rather something to be achieved

William Jennings Bryan



